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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 27 
January 2009 has been entered. 

Specification 

2. Claims 20 and 27 is objected to because of the following informalities: in claim 
20, line 3, the language "a drive unit" should be "the drive unit" for continuity with claim 
15; in claim 27, line 3, "a motor element" should be "the motor element" for continuity. It 
is noted that the disclosed invention has one drive unit. Appropriate correction is 
required. 

Claim Rejections - 35 USC §112 

3. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

4. Claims 15, 18-20, and 23-30 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim the 
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subject matter which applicant regards as the invention. 

In claim 15: the language "comprising at least two elements" (I. 2) and "the guide 
element is secured in the holes of the two elements" (I. 15-16) renders the claim 
indefinite because it is not clear what two elements of the disclosed invention are being 
claimed. The guide element (1) of the disclosed invention is only shown in the holes of 
bone pieces (5). Applicant is reminded that a claim including a human being within its 
scope is prohibited by 35 U.S.C. § 101 (see 35 U.S.C. § 101 rejection below). There is 
insufficient antecedent basis for the limitation "the locking elements" (I. 20) in the claim. 

In claim 23: the language "turns the spindle element or threaded rod" (I. 2) 
renders the claim indefinite because in claim 15 the spindle element comprises a 
threaded rod. Therefore, it is unclear what limitation this places on the claim. The 
language "the locking element" (I. 3) renders the claim indefinite because it is unclear 
which locking element is being claimed. 

In claim 24: the language "the locking element" (I. 2) renders the claim indefinite 
because it is unclear which locking element is being claimed. 

In claim 29: the language "two locking elements" (I. 2) renders the claim indefinite 
because it is misdescriptive of the disclosed invention. The two locking elements of 
claim 29 with the already claimed two locking elements already claimed by claim 15 or 
30 would make a total of four locking elements. The disclosed invention only shows two 
locking elements. 

In claim 30: the language "at least one locking element" (I. 3-4) and "two locking 
elements" (I. 13) renders the claim indefinite because it is misdescriptive of the 
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disclosed invention. This language appears to claim three locking elements. The 
disclosed invention only shows two locking elements. The language "means for moving 
the at least one locking element" renders the claim indefinite because it is unclear what 
is being claimed. The means in the disclosed invention include the spindle, drive unit, 
and motor, but claim 30 further goes on to claim the spindle, drive unit, and motor 
separate from the "means". Therefor, it is unclear what "means" are being claimed. 



Claim Rejections - 35 USC § 101 

5. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

6. Claims 15, 18-20, and 23-29 are rejected under 35 U.S.C. 101 because they are 
drawn to non-statutory subject matter. In claim 15, lines 4, applicant positively recites 
part of a human, i.e. "a bone segment". In claim 15, lines 15-18, applicant positively 
recites part of a human, i.e. "the guide element is secured in the holes of the two 
elements and bone segment". In claim 25, applicant positively recites part of a human 
(see whole claim). In claim 26, applicant positively recites part of a human (see whole 
claim). Thus, claims 15, 18-20, and 23-29 include a human within their scope and are 
non-statutory. 

A claim directed to or including within its scope a human being will not be 
considered to be patentable subject matter under 35 U.S.C. 101 . The grant of a limited, 
but exclusive property right in a human being is prohibited by the Constitution. 1077 OG 
24 (1987), reprinted in 1146 TMOG 24 (1993). 
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Claim Rejections - 35 USC § 103 

7. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

8. Claims 15, 18, 20, 23-30 rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 3,986,504 to Avila (hereinafter "Avila") in view of the cited Clinical Orthopaedics 
article by Baumgart et al. (cited on 26 September 2007; hereinafter "Baumgart"). 

a. Concerning claims 15, 20, 23, and 25-30: Avila discloses a device capable 
of use in lengthening bones comprising guide element (50), two locking elements 
(10 and 11); threaded rod (6); guide slots (5); receiving opening (embodied by 
area that 39 enters 50); and recess (embodied by inner part of tube 51 ). The 
locking elements move in opposite directions when the threaded rod is turned 
(see Fig. 5). Avila does not disclose a motor and control unit. 

Baumgart suggests a bone lengthening device that uses a motor drive 
with a gear to turn a spindle mechanism (see page 136, Materials and Methods, 
The Nail) and a control unit (taken to be embodied by the antenna used to control 
the motor) because it combines the advantages of using an internal bone device 
(taken to be embodied by a nail) with those of an implantable source of power 
(see page 136, 3rd paragraph), thus allowing manipulation of the spindle after 
implantation. The motor drive of Baumgart is fitted against rotation (embodied by 
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delivering torque through spindle, i.e. if it was not fitted against rotation, the 
motor would spin by itself). It would have been obvious to someone of ordinary 
skill in the art at the time of the invention to use a geared motor drive suggested 
by Baumgart with the invention of Avila in order to combine the advantages of 
using an internal bone device with those of an implantable source of power, thus 
allowing manipulation of the threaded rod after implantation, 
b. Concerning claims 1 8 and 24: Avila further discloses multiple slots (5); 
and locking elements with round cross sections. 

9. Claim 19 rejected under 35 U.S.C. 103(a) as being unpatentable over Avila in 
view of Baumgart as applied to claim 15 or 30 above, and further in view of US 
5,626,579 to Muschler et al. (hereinafter "Muschler"). 

Avila, in view of Baumgart, fairly suggests the claimed invention except for the 
guide element comprising, at each end, radial through-openings. Muschler suggests a 
guide element comprising, at each end, a radial through-openings (see Figure 1A, 
where parts 33 go through the guide element 32) in order to allow attachment of the 
guide element to bone (see Figure 1A). It would have been obvious to someone of 
ordinary skill in the art at the time of the invention to have radial through openings at 
both ends of the guide element in the modified invention of Avila, in view of Baumgart 
and Muschler, in order to attach the guide element to the bone at both ends. 
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Response to Arguments 

10. Applicant's arguments with respect to claims 15 and 30 have been considered 
but are moot in view of the new ground(s) of rejection. 

1 1 . Additionally, it is noted that applicant's description of the drawings on page 6 of 
the arguments filed 27 January 2009, does not appear to match the drawings filed 20 
September 2005. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JAY R. SIGLER whose telephone number is (571)270- 
3647. The examiner can normally be reached on Monday through Thursday from 8 AM 
to 4 PM (EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thomas C. Barrett can be reached on (571) 272-4746. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/J. R. S.l 

Examiner, Art Unit 3775 



/Thomas C. Barrett/ 
Supervisory Patent Examiner, Art 
Unit 3775 



